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DETAILED ACTION 
Claim Rejections - 35 USC § 112 

1 . The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

2. Claim 13 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

In claim 13, it is unclear to the examiner where it states, "measured by a device 
comprised of at least one light emitting diode and at least one light detector in the range 
between 360 and 880 nm wavelength." It is unclear if the device to measure the signal 
produced is part of the claimed invention or a means to measure to color in a visible 
color range. 

Claim Rejections - 35 USC § 102 

1 . The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

2. Claims 1 , 3-4 and 6-13 are rejected under 35 U.S.C. 102(b) as being anticipated 
by USP 5,238,652 to Sun et al. (herein referred "Sun"). 
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Regarding claim 1, the reference Sun discloses analytical test devices for the 
competition assay for drugs of non-protein antigens. The analytical test devices 
disclosed are in a multiple test configuration with three test devices (arms) in a single 
holder that share a common reception area cavity where the liquid test sample is 
introduced to the reception cavity through a central opening. The test strips contain 
specific analyte-conjugate probe and corresponding antibody coated on latex particles. 
The strip are placed in the holder in a symmetrical pattern and individually marked for 
each specific test (see column 9, lines 33-34 and 36-42; Figure 7a-7c and 8a-8c). Six 
test devices with a common reception cavity can also represent a multiple test 
configuration (see column 9, lines 60 and 65). 

Regarding claims 3-4 and 6-7, the reference Sun discloses the samples that can be 
added to the reception cavity only require a few drops of urine, biological fluids (saliva) 
or aqueous solutions (environmental water; swimming pool water or fish tank water) 
(see column 2, lines 46-48). 

Regarding claims 8-10, the reference Sun discloses an embodiment of the device to 
have a chromatographic membrane suspended jn the chamber of the device and when 
a sample is deposited, the solution percolates through an absorbing or filter pad (filter 
paper) onto the membrane below (see column 8, line 52-53 and 56-59; Figure 4a-4k). 
Regarding claim 1 1 , the reference Sun disclosed multiple test configurations where 
there are three or six test devices (arms) on a single holder (see column 9, lines 33 and 
60; Figures 7a-7c and 8a-8c). 
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Regarding claims 12-13, the reference Sun discloses analytical test devices where 
there are latex spheres detecting non-protein antigens in the sample by indicating the 
absence or present of a colored line or indication in the area of the drug conjugate 
probe. The appearance of a colored line indicates the presence of a complex made up 
of the protein antigen on the latex spheres (see column 6, lines 44-48 and 50- 53). 

3. Claim 1-3, 5-6, 8-9, 1 1-13 are rejected under 35 U.S.C. 102(b) as being 
anticipated by USP 5,707,818 to Chudzik et al. (herein referred "Chudzik"). 

Regarding claim 1 , the reference Chudzik discloses a device to simultaneously 
performing multiple competitive immunoassays having a center well where the sample 
is added that migrate along paths (arms) and readout in four directions (see column 6, 
lines 59-60 and 63-65). The device has flow paths that further comprise of a plurality of 
respective reagent zones downstream from the origin and each reagent zone of each 
immunoassay prove the reagents necessary for performing a visual read out (see 
column 5, lines 4-8). 

Regarding claims 2-3 and 5-6, the reference Chudzik discloses the samples to be used 
with the device preferably are an aqueous solution obtained directly from the source 
(e.g., urine or blood), a non-aqueous sample by mixing or extracting (e.g., tissue) 
(serum or plasma) and an extraction of contaminants in meat or seafood (food) or 
pollutants in soil samples or the analysis or ground water for contaminants and the 
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analysis of agricultural products (see column 4 jines 17-20, 23-24 and 37-38). The 
device is also able to detect drugs such as marijuana, cocaine, morphine, morphine 
glucuronide, amphetamine and methamphetamine (see column 7, line 15-19). 
Regarding claims 8-9, the reference Chudzik discloses the material used in the device 
can be made of nitrocellulose membranes, nylon membranes or other commercially 
available membrane and can be made of porous material made from natural polymeric 
material particularly cellulosic material such as filter paper (see column 4, lines 45-47 
and53-54). 

Regarding claim 1 1 , the reference Chudzik discloses the device is able to have one or 
more flow paths (see column 2, line 31) and is shown in Figure 1 to have four flow paths 
(see column 6, line 59-60). 

Regarding claims 12-13, the reference Chudzik discloses the device has indicator 
window that changes color when the reaction is complete (see column 6, lines 64-65). 
The analyte conjugate in the device are in the form of a label or tracer, which can be 
fluorescent species, dyes and colored polymeric materials (see column 5, lines 43-45). 
On the indicator strip used at the terminal indicator of the flow path is' a pH indicator that 
will change color when urine is present (see column 7, lines 38-39). 

Claim Rejections - 35 USC § 103 
4. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 
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(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 



5. The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

6. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.CX 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 



7. This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 
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8. Claim 14 is rejected under 35 U.S.C. 103(a) as being unpatentable over Chudzik 
as applied to claim 2 above, and further in view of USP 6,1 17,630 to Reber (herein 
referred "Reber") and USP 6,342,349 to Virtanen (herein referred "Virtanen"). 

Regarding claim 14, the reference Chudzik discloses the claimed invention except for 
measuring the analytes of cholesterol and glucose. Reber teaches that it is known to 
have devices that detect the glucose level in blood (see column 1, line 52-54). Virtanen 
teaches that it is known to have devices that detect cholesterol in samples (see column 
2, line 7; Table 4). It would have been obvious to one having ordinary skill in the art at 
the time the invention was made to have the detection device of multiple analytes to 
detect different aspects of blood. 

9. Claim 23 is rejected under 35 U.S.C. 103(a) as being unpatentable over Chudzik 
as applied to claim 3 above, and further in view of USP 4,069,016 to Wu (herein 
referred "Wu") 

Regarding claim 23, the reference Chudzik discloses the claimed invention except for 
measuring the analyte of glucose. Chudzik discloses the analyte detector device able 
to indicate pH (see column 7, lines 38-39). Wu teaches an assay element that detects 
bilirubin in biological liquid sample such as blood, serum or urine that can be used in 
"dry-to-the-touch" elements such as monolayer test strip (see column 1, line 17-19 and 
26-28). It would have been obvious to one having ordinary skill in the art at the time the 
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invention was made to construct an analyte testing device able to detect an array of 
different analytical elements in urine. 

1 0. Claim 24 is rejected under 35 U.S.C. 103(a) as being unpatentable over Sun as 
applied to claim4 above, and further in view of USP 4,786,596 to Adams (herein 
referred "Adams"). 

Regarding claim 24, the reference Sun discloses the claimed invention except for the 
intended use of measuring alcohol in saliva. Sun discloses the invention using a 
biological sample (saliva) to measure the presence of drugs in particular, 
amphetamines/methamphetamines, cocaine, opiates, phencyclidine and cannabinoids 
(see column 2, lines 50-54). Adams teaches that it is known to used a test strip or stick 
with a carrier matrix used to test human saliva for traces of ethanol and change color 
with the presence of alcohol (see column 1 , lines 7-8 and column 5, line 1 9-20). It 
would have been obvious to one having ordinary skill in the art at the time the invention 
was made to construct an analyte testing device with a matrix that indicates barbiturates 
and alcohol in saliva by impregnating the testing pad or matrix with an array of different 
conjugates or enzymes to indicate is certain species are present in a sample to expand 
the array of species a testing device can detect. 
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1 1 . Claim 25 is rejected under 35 U.S.C. 103(a) as being unpatentable over Chudzik 
as applied to claim 5 above, and further in view of USP 5,605,838 to Backhaus (herein 
referred "Backhaus"). 

Regarding claim 25, the reference Sun discloses the claimed invention except for the 
intended use of measuring glucose, proteins and lipids in food. Backhaus teaches that 
it is known in the art to have a sample carrier with an absorbent stamp to measure 
analytes including glucose, proteins, hormones, glycerides and lipids in foods and 
liquids including blood, plasma, serum, urine and saliva (see column 3, line 28, 31-35). 
It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to construct testing device to detect different species in food to 
indicate their presence. 

12. Claim 26 is rejected under 35 U.S.C. 103(a) as being unpatentable over Chudzik 
as applied to claim6 above, and further in view of USP 5,81 1 , 254 to Wu (herein 
referred "#254). 

Regarding claim 26, the reference Sun discloses the claimed invention except for the 
intended use of measuring total chlorine, free chlorine or pH in a sample of water. #254 
teaches that is known to have a test device that includes a test pad with a suitable 
carrier matrix incorporating an indicator reagent composition capable of converting 
combined available chlorine to free available chlorine to determine the total available 
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chlorine concentration in a sample, (see column 3, lines 45-51). The reagent includes 
an indicator capable of interacting with free available chlorine to provide a detectable 
and measurable response in a sufficient color differentiation between the samples (see 
column 3, line 64-65 and column 4, line 3). It would have been obvious to one having 
ordinary skill in the art at the time the invention was made to construct test device to 
measure the amount of free and total chlorine in a water sample such as swimming pool 
water to ensure proper levels of chlorine are present. 

13. Claims 27-35 and 38 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Sun as applied to claim 1 above. 

Claims 27-35 and 38 are directed to intended use of the analyte detector device and not 
a limitation of the device as claimed. The devices the Sun reference discloses is able to 
use many samples including urine, biological fluids (which can include blood, plasma, 
serum or saliva) as well as aqueous solutions which use latex spheres that are coated 
with a detecting antibody for the antigen of interest (see column 2, lines 47-48 and 
column 6, line 15-16). It would have been obvious to one having ordinary skill in the art 
at the time the invention was made to alter the latex spheres the test device will be able 
to detect the claimed disease and disorders. 

14. Claims 14-22, 27-35 and 38 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Chudzik as applied to claims 1 and 2 above. 
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Claims 14-22, 27-35 and 38 are directed to intended use of the analyte detector device 
and not a limitation of the device as claimed. The device that Chudzik discloses able to 
use blood as a sample and each reagent zone in the flow path have the necessary 
reagents for performing a visual read-out and a receptor in recognizing a particular 
spatial and polar organization of the analyte of interest. The receptors include 
antibodies, enzymes, lectins and the like (see column 5, line 4-8 and 21-26). It would 
have been obvious to one having ordinary skill in the art at the time the invention was 
made to alter the reagents in the visual read-out zone, the test device is capable of 
detecting the claimed diseases and disorders. 

15. Claim 36-37 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Chudzik as applied to claiml above, and further in view of USP 6,524,864 to Decastro 
(herein referred "Decastro"). 

Chudzik teaches the claimed invention except for obtaining the sample as a capillary 
blood from a finger, heel or eariobe. Decastro teaches that it is known to obtain a 
sample of blood from venous or capillary blood from a finger stick or a heel stick (see 
column 2, line 27-29) to be used in a test strip capable of running several color tests 
simultaneously using serum plasma or whole blood (see column 1 , lines 6-8). It would 
have been obvious to one having ordinary skill in the art at the time the invention was 
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made to obtain the sample of blood form capillary blood from finger or heel stick 
because it is convenient to obtain, user friendly and able to leave minimal puncture size 
wounds. 



Conclusion 

16. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. USP 5,981,298 to Chudzik; WO 96/18904 to Chudzik; USP 
5,202,261 to Musho; USP 5,620,900 to Tanzer . 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Christine T. Mui whose telephone number is (571) 270- 
3243. The examiner can normally be reached on Monday-Friday 8-5; Alternate Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Walter Griffin can be reached on (571 ) 272-1447. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217^9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

C ™ WALTER a GRIFFIN 

SUPERVISORY PATENT EXAMINER 



